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TRITTICO XR 300 mg prolonged-release tablets
TPa300HOB XMAPOXJI0pH (trazodone hydrochloride)

IpoueTeTe BAUMATEHO 1IA1ATA JHCTOBKA NPE/H 12 3a1I04HETe 1a MpHemaTe TOBA JIeKapCTBO,
Thil KATO TS ChALPXKA BakHa 3a Bac undopmanus.

- 3ana3ere Ta3n nMcTOBKA. MoXe J1a ce HaJloXH Jia f TipoyeTeTe OTHOBO.

AKO MaTe HSKAKBH OMBIHATETHN BBIPOCH, NoNuTaiiTe Batius ekap Hin hapmaliesT.

- ToBa nekapcTBO ¢ NPeANHcalo JuyHo Ha Bac. He ro npeoTcThriBaiTe Ha Apyri Xopa. To Moxe 1a
1M HaBPCAIH, HE3aBHCHMO OT TOBA, YE TEXHUTE CHMIITOMH ca ChliluTe kato BauiuTe.

- AKO NOJyuNTE HaKaKBH HEXEJIAHH Peaklny yBefoMeTe Ballns jekap Uik ¢apmatiest. ToBa
BKJTIOYBA 1 BCHYKM Bb3MOXKHH HeXeJIaHH PEakiiu, HEOMMCAHH B TasH JMCTOBKa. BikTe TOtKa 4.

Kakso CbABPIKA Ta3H JIUCTOBKA

Kakso mpeacrasnsisa TPUTUKO XR 300 mg u 3a KakBO C€ M3M0/I3B2
KakBo Tpsi6Ba 1a 3naete npeau na npuemere TPUTHKO XR 300 mg

Kaxk na npuemare TPUTHUKO XR 300 mg

Bb3MOXHM HeXeNaHH peakuuH

Kax na cexpansisare TPUTHUKO XR 300 mg

ChbIbpkaHHe Ha ONaKoOBKaTa U JONbIHHTENHA MHpOpMALIKS

R

1.  Kaxso npencraBassa TPUTHKO XR 300 mg u 32 KaKBO ce M3110.13B2

TPUTUKO XR 300 mg e ekapcTBO, KOETO Ce Npuiiara 3a JEUEHHE Ha NeNpeCHBHH pa3scTpoiicTBa ¢ HJH
6e3 TpeBOXHOCT. Te3u ieKapcTBa ce Hapiyat aHTH/IENPECaHTH.

2. Kakso TpsiOBa 1a 3HaeTe NpeIH 1a npueMeTe TPUTHUKO XR 300 mg

He npuemaiite TPHTHUKO XR 300 mg:
aKo CTe aJlepruyHy KbM aKTHBHOTO BEWIECTBO MM KbM HSKOS OT OCTaHANUTE ChCTABKH Ha

TOBa J1eKapcTBO (M36POEHHU B TOUKa 6).
- NIPH aNIKOXOJIHA MHTOKCHKALWS X HHTOKCHKALMS C XMITHOTHHH JIEKapCTBa.

- Ny TeXDbK HHPAPKT Ha MHOKap/a.

Ipeaynpexaenus U npenasHu MEpKH
ToBopere ¢ Bawuusi jiekap Wi hapMaLesT, TPeiu 1a Npuemete TPUTHKO XR 300 mg.

Ileouampuyna nonyrayus
TPUTHUKO XR 300 mg He Tps6Ba Aa ce U3M0JI3Ba OT /ielia U IOHOLUM Ha Bb3pacT MOA 18 roauuu. [pu

TOBa, € HyXKHO /1a C& Kaxke, 4e KOraTo Ce 3M0/3BaT NPH NalueHTH NoA 18 rojuny, Tasu rpyna
JIeKapcTBa MOJKe Jia IIOBHUILM PUCKA OT HEXeJaHH PeaKLliH, KaTo OMHT 33 caMOyBHHCTBO, IIaHUpPaHE Ha
caMoyBHiCTBO U Bp@KAEOHOCT (MPEMMHO arpecBHOCT, OBEACHHE Ha IPOTHBONOCTABAHE H THSB).
OcBeH TOBa JIMIICBAT AaHHU 3a GE30MACHOCTTA NPH LJArocpoyHa ynotpeda npu Aeua u noApacTsaily
OTHOCHO pacTexa, Ch3PSBAHETO U KOTHUTHBHOTO M NIOBE/ICHYECKO Pa3BUTHE.

Cmywenus npu mecmeane 1a ypuna
Axo, nokato npuemare TPUTHKO XR 300 mg ce u3Bbpiiy CKpHHUHT 38 HAPKOTHLA




1. ToRa ce Ab/KH Ha
(exctasm). B Te3u
e W3MoJ3BaT JApYrH

creundmunn TCXHHKH, BR3MOXKHO € /12 ce oTueTe anmmB NOIMTUBEH pe3yiTa
aHaINTHYHN CMYILICHNS MOKILY meTaboanTa Ha TPa3oaoOH U awbcm\\mn(muﬂ JiepyBat
Barms sckap M lIoUcKaifte NoTBLpK/ICHHE Ha aHaIIH3a, Karto ¢

cvuaii cc KOHCYNTHpaiTe ¢
MS) nan aaTepHATHBHO Jla ce H3Mo3Ra TeHHa xpomarorpaus - TaHjem mMac

TEXHHKM ( MAc CICKTPOMETPHS (
cnextpometpus (LC- MS/MS), Ip1 KOUTO CIIOMEHATHTE CMYIHCHHS HE HacTbIBAT.

CamMoVOUICIMBO/CYUYUOHU MUCTU UTU KTUNUHHO grouasare )
JlenpecysiTa ¢ CBbp3aHa ¢ NOBULICH PHCK OT CYMIUH/IHH MHCJTH, CAMOHapaHsBaHe 1 camoy6uiicTBO (CHOUTHS,

CBBLP3aHH Che caMoyOniicTBO). PHCKDBT CHUICCTRYBA /10 jocTHrane Ha 3Haunma pemucis. Thil kaTo
NOA0GPEHIE MOXKE J1a HE HACTBITH NIPE3 MbPBUTE HAKOIKO CeJIMHIIM JTH TIOBEYe OT HAYasoTo Ha JIeHEHHETO,
nalMenTHTe TPSOBA BHUMATEIIHO /1a e HaOmo/1aBar /10 MoABaTa My. K/IHHHYHHAT OMHT MOKa3Ba, 4€ pUCKBT
OT caMOyOHIICTBO MOXe Jla HapacHe Ipe3 palHHTE eTan Ha Bb3CTAHOBHTEHHS MEPHOL.

M3BecTHO €, Ye NalMeHTH ¢ aHaMHe3a 3a cbLOMTHS, CBbP3aHH CbC caMoyOHHCTBO HITH noka3Bally B
3HAYMTENHA CTeneH CyMIHAHN MHCIIH, MPe/IH 3anoyBaHe Ha JleYeHHeTO ca H3JI0XKEHH Ha M0-BUCOK pHCK OT
CYHLMIHM MHMCJIH MJIM OTIUTH 32 camoy6wuiicTBo 1 TpsiGBa Aa 6baT HaboAaBaHH BHUMATEITHO 110 BpEME Ha
neyenneTo. MeTa-aHaiu3 Ha KOHTPOJIMpaHH ¢ n1alebo KIHHHYHA npoy4BaHHs Ha aHTUENPECAHTHU MPH
Bb3PACTHU MaLMEHTH C ICHXUYHHU pa3cTpOHCTBA N0Ka3Ba MOBHLIEH PUCK OT CYMLMAHO MOBEJEHNE MPH
NaLMeHTH Noj 25 roAMIIHA Bb3PACT, JIEKyBaHH C aHTHACTPECAHTH B CpaBHEHHE C niaiebo.

JlexapcTBeHara Tepanus Tps6Ba 1a ce ChIBTCTBA CHC CTPOro Habo/leH1e Ha MallMeHTHTe U B 4aCTHOCT Ha
Te3u C MOBHIIEH PUCK, 0COGEHO B HAUANIOTO Ha JICYEHHETO U CJIEA TPOMEHH B no3ara. [launeHTuTe (M TE3H,
KOMTO Ce IpHXKart 3a TsX) TpsibBa Ja ObAaT NpeaynpeaeHH 3a HE06XO0AUMOCTTA OT Hab/oIeHUE 33 BCEKH
NPU3HAK Ha KIMHAYHO BJIOWIABAHE, CYHLMIHO MOBEACHHE i1 MUCITH, ¥ HeoOMYaiiHU POMEHH B
[OBEJIEHHETO, KAKTO M He3a6aBHO Jia TOThPCAT KOHCY/TAlKs C JIeKap, ako TaKUBa CUMIITOMH C€ MOSBST.

Koncynrupaiite ce ¢ Baius nekap npeau 21a 3aM04HeTe 1a NpueMare TPUTUKO XR 300 mg B cieqHUTE

clly4au:
- Enunencus, Mo-ClelManto Jia ce n304raa pA3ko yBenuaBaHe Wil HaMalliBaHe Ha 103aTa,

- Tlauuenty c yepHoapoOHa WK GbOpeyHa HEOCTaThUHOCT, 0COOEHO TeXKa;
- TlauueHTH cbC ChbpedHH 3aB0JIsIBaHMsS KaTO aHMHHA NMEKTOPHC, HapyLIeHa MpOBOAMMOCT;
WK pa3TMyHa cTeneH Ha AV 610K, CKOpolIeH ¥HGApKT Ha MHOKap/a;
- XunepTUpOUAU3bM;
- Hapyueno ypuHupaHe, KaTo XUnepTpo¢us Ha MpocTara, Makap npobyiemMH Jia He Ce 04YaKBarT, Thi
KaTO aHTHXOJMHEPTHYHUAT e(eKT Ha TPa30J0Ha & HE3HAUNTENEH,
OcTpa 3aKpUTOBIbJIHA INIayKOMa, IOBULUEHO BHTPELIHO-0YHO HaJIAraHe, Makap Y€ ChIIECTBEHH

M3MEHEHUA He Ce OYaKBaT, I0pajif He3HAYNTETHUS aHTHXONIMHEPriyeH eeKT Ha TPasooHa.
ITpu nosisa na xwbatennia neyenuero ¢ TPUTUKO XR 300 mg ciena ia ce npeyCcTaHoBH.
TIpHeMbT Ha aHTH/IENPECAHTH OT NALMEHTH C WH30(PEHKs W APYTH ICHXOTHYHH 3a00/1ABAHHS MOXE J1a
NPHYMHY BIOLIABAHE HA ICAXOTHHHMTE CHMITOMH. [TapaHOMAHUTE MUCIM MOXE J1a Ce 3acunsT. [To Bpeme Ha
JIeYEHHETO ¢ TPa30/0H JerpeckBHara (asza MoXe Ja ce IPOMEHH OT MaHHaKaIHO-/\ePECHBHA B MAHHAKAJIHA.

B ro3u ciyuyait npuembT Ha TPUTHKO XR 300 mg TpsbBa na ce npeycraHoBH.

Onucany ca B3aMMOACHCTBUS 110 OTHOLIGHKME Ha CCPOTOHUHOB Cl’lllllpOM/ 3JIOKQUECTBEH HCBPOJIENTHYEH

Apyr# anruzenpecant (Hanp. Tpunandnd anmuaenpecantd, SSRI, SNRI n MAO - n
HesposenThiM. ChobiiaBa ce 3a 3JI0KauCCTBeIN HEBPOJICITHUHN CHILAPOMH C JleTalel
CBITHTCTBALL [IPUEM C HEBPOJICIITHILM, 32 KOWTO TO3M CHHAPOM € Jloka3aHa lexelana J



Buxre “Jlpyrn nekapeTsa # TPUTHUKO XR 300 mg” u . Buamokuu Hexeianu peakiuu” 3a 10MbIHHTEHa
nidopmanns.

Tbii KaTo arpaHyjolnTo3aTa MOXE J1a C€ TTPOABH KITMHUYHO C [‘le’IOﬂOﬂ06HM CUMIITOMM, BB3MAJIEHO I'bPJIO U
Tpecka, B TC3H ciyvau ce npenopnryBa Hn3cJie/IBaHe Ha XCMaTOoJIOrHATa.

Cbo6uiana ce 3a XUIMOTOHMS, BKJIIOYUTETHO OpTOCTAaTHYHA XUMTOTOHHUSA H npunagbiH MpH MauHEHTH,
npueMalln Tpa3oaoH. CHIbTCTBALLOTO ITPUEMAHE Ha JICKApCTBA 3 noHWKaBaHe Ha KPbBHOTO HaJIAraHe Hu
Tpa30/10H MOXeE J1a N3UCKBa HaMaJisBaHe Ha Jlo3aTta Ha aHTUXHIEPTEH3HBHOTO JIEKapCTBO.

Tpu nauMeHTH B HanpeaHaa Bb3pacT M0-4eCTO MOXE Ja Ce MPOsiBAT opTOCTaTHYHATA XUITOTOHHA,
CHHJIMBOCT KaKTO M PYTr¥ aHTHXOJIMHEPrHYHH €EKTH Ha TPa3o/IoH.

CrieunaliHoO BHUMaHHKE ciefBa Aa ce 00bpHe Ha Bb3MOXHOCTTA 32 IONMBIHATETHH edekTH NMpH CHIBTCTBALLO
NeveHHe, KaTo HanpUMep ¢ APYTH ICHXOTPOTHY WIIH AHTHXHMIIEPTEH3HBHU CPEACTBA, HilH npy HaJIMYMETO Ha
PUMCKOBH (haKTOPH KaTO ChITbTCTBALLO 3a001sIBaHE, KOETO MOXE Jia BIIOLLIH TC3H peakiuy. [IpenopbUYUTENHO €
NaLMeHTbT/GONHOrIeAaybT 2 € MH(hOPMHpPaH OTHOCHO Bb3MOXHOCTTA 3a TaKWBa peaKiun H BHMMATEJIHO [a

ce HabnoaBa 3a TakMBa CCl)eKTH [pH 3ano4BaHe Ha JEYEHHUETO, npean u ciel BB3XOASAIIOTO TATPUPAHE Ha
J03aTa.

Cnen nedenne ¢ TPUTHKO XR 300 mg, ocobeHo ako e NPOIbIKUTENHO, Ce MPEnopbHBa MOCTENEHO

HaMaJissBaHE Ha Jl03ara ¢ orjie] MUHUMH3HpaHE Ha CUMITOMHUTE Ha OTHEMaHe, XapaKTepHu3upallx cec
raacHe, rnaBobosine u HEPA3I0JIOKEHHUE.

Hsma cBepenus 3a MPUCTPACTSABAHE KbM TPa30l0HOB XUAPOXJIOPUA.

KakTo mpu ApyrHTe aHTHJETPECAHTH, MMa Clyya Ha yabibkaaHe Ha QT-uHTepBana, Makap ¥ MHOTO
penku. [penopbuBa ce BHUMaHUE NPU MPEANHCBAHETO HA TPUTHUKO XR 300 mg ¢ IeKapCTBEHH MPOAYKTH,
xonto yabixasat QT-unrepsana. TPUTUKO XR 300 mg cnensa a ce W3M0/I3B2 BAUMATEITHO OT MALMECHTH
C JI0Ka3aHU ChPIEYHOCHA0BH 3a00/1BaHKs, BKIIOYHTENHO TAaKNBa, CBbP3aHU C yIbJDKABaHE Ha QT-
MHTEpBaJja.

Mounute naxubuTopu Ha CYP3A4 Moxe 1a IPUYMHAT NOBUILIABAHE HA CEDYMHHMTE HUBA HA TPa3o/I0Ha.
Buxre ,,Jlpyru nexapcrsa 1 TPUTHMKO XR 300 mg” 3a nonbiHUTENHA uHbOpMaLus.

KakTo Apyry NiekapcTsa ¢ ainda-aJpeHOTUTUYHO AeHCTBHE, TPA3OA0H MHOTO PSKO BOAM 20 npHanu3bM. Tok
Ce JleKyBa C MHTPaKaBepHO3HO MH)XEKTHpaHe Ha ana- aHJPEHEPrHieH arcHT KaTo HAnp. aApeHaNTuH HIIH
metapamuHol1. ChobluaBa ce, 06aye, 32 HHIYLMPaH OT TPA30JOH NPHATIM3BM, KOHTO € HAJOXKUI XMPYPrHiHa
WHTEpBEHIMS WK € JOBE JI0 IEPMAHEHTHa cekcyanta AuchyHKuus. [TalueHTH, KOUTO pa3BUBAT Ta3u
HexellaHa peakius, TpsOBa He3abaBHO fa npeycTanoBaT npuema Ha TPUTHUKO XR 300 mg.

Jlpyru aexkapcrea 1 TPUTHKO XR 300 mg

Tps6Ba 1a kaxere Ha Bawnd nexap uiu hapMauesT, ako pUeMate, HaCkopo CTe MPUEMANTH HIIH € Bb3MOXHO
Jla ripueMate Jpyry JekapcTpa.

O6wu: CenatvBHuTe eeKTH Ha aHTUTICUXOTHLIMTE, NPUCIHBATENHUTE, YCIIOKOUTEIHUTE, AHKCHONHTHUMTE 1
aHTMXMCTAMHHOBHTE JIeKapCTBa MOXE J1a CE 3aCHJIAT, B TaKKWBa CllyyaH ce NMPErnopbuBa HaMalsiBaHe Ha 03aTa.

MeTa601u3MpaHeTo Ha aHTH/ACTIPECAHTHTE CE YCKOPSABA N0Pajid YEPHOAPOOHHTE EEKTH OT NEpOpaHH

KOHTpauenTiBH, GeHUTOUH, kapbamasernun u 6apourypari. MeTaGoNM3MpaHETo Ha aHTHAE
BB3MPENSTCTBA OT LMMETHANHA U HAKOH APYTH aHTHIICHXOTHUHH JIEKapCTBa.

Tps6Ba fia kaxkere Ha Baiuus jiekap, ako npuemare HKOE OT CJeAHHTE JIeKapCTBa:



Hixubumopu na CYP3A44:
Te BKTIOYBAT EPUTPOMHUIIMH, KCTOKOHA30I, UTPaKOHa30Jl, PHTOHABHUP, HH/IMHABHD H nedasomoH. Tesn

NekapcTBa 3aCHIIBAT HOXKCIAHNTE peakiy Ha TPUTHUKO XR 300 mg. [Topaju ToBa ChrbTCTBALLATA
ynotpe6a TpsibBa 1a ce W36srBa, KOraTo € Bb3MOXHO WM TIOHE /1a €& HaMaJin Jo3aTa Ha TPUTHUKO XR 300

mg.

Kapbamasenun:
CBIbTCTBALLMAT PHeM ¢ kapbamasen
mg. [aunenTuTe ceiBa a ce HabMoaBaT BHUMATEITHO, 3a Ja c

no3a TPUTUKO XR 300 mg.

JH BOJIM J10 HaMaJIeHH MJ1a3MEeHH KOHLEHTpalKH Ha TPUTHKO XR 300
e BUIM [aJii He € HeoOXxouma Mo-BUCOKa

Tpuyurnusnu anmudenpecanmu: CbITbTCTBALMAT IPHEM CIIC/BA 1a CC M3065rBa nNopaay puck oT
B3anMoyelicTre. Jla ce CleiM 32 CEpOTOHHHOB CUHAPOM M ChPICYHOCH0BH cTpaHH4HH ePEeKTH.
@nyoxcemun: ChobliaBa ce 3a Pefiki Clydau Ha NOBULICHH [/1a3MeHH HUBA HA Tpa3o/I0H 1 HEOIAronpUsTHH
ebeKTH IIpH KOMGUHMpaHe Ha TPasooH ¢ dryokceTrH. He € H3KI04eHO (apmakoiMiHaMH1HO
B3aMMO/eiCTBHE (CEPOTOHUHOB CHHPOM).

Hnxubumopu na monoamurogama oxcudasa (MAOI): BB3MOXKHH Ca B3AMMOJEHCTBHS C HHXMOHTOPHUTE Ha
MOHOAMHHOBATa OKcH/a3a. Makap HAKOM JieKapu J1a KOMOHHMPAT JBETe JIeKapcTsa, chITPTCTBAlIATA yoTpeda
na TPUTHKO XR 300 mg ¢ MAOI, wiy 10 ABE CEAMULH CNEN NPEKpaTABaHEe Ha NpreMa Ha Te3H JIEKapCTBa,
He ce npenopbusa. He ce mpenopbsa 1 NPHEM Ha MAOI f10 eiHa ceiMuIIa e/ MPEKPATSBAHE Ha JICHEHHETO

¢ TPUTHUKO XR 300 mg.

Anmuxoazynanmu w/unyu aHmuazpezarnmy (npedospamssauju CoCupeanemo na Kpbema): NIPOMEHHU B
ChCHPBAHETO Ha KPhBTA CBbP3aHH C PUCK OT KbPBCHE. ‘

Benomuazunu: ChITBTCTBAILATA YIIOTPESa C XIOPIPOMasH, $iy(peHasHH, JIEBOMENPOMA3HH, nepeHa3uH
MO3Ke [a JI0BEJE 0 TeXKa OPTOCTaTHYHA XHIIOTOHHS.

AHnecmemuyu/ MyCKyIHU peNaKCanmu. TPUTHUKO XR 300 mg Moxxe Ja 3aCUIi ePEKTUTE HA MYCKYTHHTE
peNlakcaHTH M JISTIMBHTE aHECTETHIIH, 3aT0Ba NPU ChIBTCTBALLATA ynotpeba € HeoOX0AUM TPEANa3IUuB

noaxon.

Anxoxon: Tpa3oJloH 3aCHJjiBa CEaTHBHHS edexr Ha ankoxona. [To BpeMe Ha ieueHue ¢ TPUTHKO XR 300
mg ynoTpe6aTa Ha ajKoX0JI CIe/Ba Jia ce 130srBa.

Jlesodona: AHTHENPECAHTHTE MOTaT Jia yCKOpST MeTabosIi3Ma Ha JIEBOJOTIA.

Hpyeu
Convrersauara ynorpe6a Ha TPUTHKO XR 300 mg ¢ niekapcTBa, KOUTO A0Ka3aHo yAbjbkasaT QT-

MHTepBaJia, MOXE Ja IOBULIM PUCKA OT BEHTPUKYJIAPHH apUTMHHU, BKIIOYHTETHO Torsade de pointes. B
TaKuBa CJly4d € He0OXOMMa NpPE/NA3IMBOCT 110 OTHOLIEHHE Ha ChITbTCTBALLATA ynorpefa Ha Te3H JIeKapcTBa
¢ TPUTUKO XR 300 mg.

Tpasosion MOXe @ MHXHOMpA NOBEUYETO OT OCTPUTE ePEeKTH HA KIOHHIMH.
Thit KaTO TPa30J0H € MHOro cJiab MHXMOMTOP Ha OOpaTHHMs 3aXBaT Ha HOpajpeHanliHa
peaKuusTa Ha KpbBHOTO HajsraHe KbM THpaMMH, HE CE O4aKBa Ja MOBJHUsC BbD
JeficTBHE Ha IyaHETHIMHOBUTE CheuHeH s, [1poyuBans BLpXY J1ab0paTopHH XK
TpaJ030H MOXE J1a BB3IPENSTCTBA [IOBEYETO OT OCTPUTE epeKTH Ha KIOHHAMH.




BIJI0BC JIeKapcTBa 3a JICUCHUC HAa BUCOKO KPbBHO HAJIATAHC Tpg6na Jla ¢€ OTYUTA BB3MOXHOCTTA 34
noTeHuMpane, Makap aa He ce cho0111aBa 3a KJIMHWYHA B3AUMOJICHCTBHA.

Hexcnauute L‘d)CKTH Morat jla Ob/1aT 110-4eCTH, KOraTo Tpa3ojioH cc rnpuema ChIirbTCTBAIIOo C NMPOAYKTH,
CbhAbPKaill XbIT KAHTAPHOH.

CunbTeTBaNaTa ynotpeba Ha Tpa3o/10H ¥ BaphapiH MOXE J1a JIOBE/E JIO MPOMEHH B MpoTpoMOHHOBOTO
BpCMC.

CHIBTCTBAILNST IPUEM € TPA30/I0H MOXKE J1a IPUUMHH [TOBHIIIABAHE HA CCPYMHHTE HHBA Ha AMTOKCHH HIIH
GbeHNTONH.

BpeMeHHOCT, KbpMeHe H GepTHIHTET
AKO cTe GpeMeHHa U KbPMHUTE, CMSTATE, Y€ MOXKE 11 CTC GpeMeHHa HIIH TJlaH1paTe ©peMEHHOCT,
nocbBeTRaiiTe ce ¢ Bawus nekap wau gapmauesT npeau ynorpebara na Tosa JiekapCcTBO.

Heronsim 06em JaHBy 3a 6peMenHn xenn (noa 200 ciyyas Ha 6peMeHHOCT), lpHeMalli Tpa3oaoH, HE
NoKa3BaT HexelaH edeKTH Ha TPa30J0H BbpXY OPEMEHHOCTTa I 31paBeTO Ha 11042/ HOBOPOJEHOTO.
Jluncear apyry enuaeMHOJIOrHYHH IaHHH.

Korato TPUTHUKO XR 300 mg ce npuema 10 paXAaHETO, HOBOPOACHHUTE TpsbBa Aa ce HaboaaBaT 3a
nosiBaTa Ha CHMIITOMM Ha OTHEMaHe.

B1,3MOXKHOCTTA 33 OT/IEJIIHETO Ha NPOAYKTa B MISKOTO TpAOBa Aa ce MMa MpeBUA MpH KbpMELLIH ManKH.
Crenosareiso ynorpebara Ha TPUTHKO XR 300 mg no BpeMe Ha nepruoa Ha OpeMEHHOCT U KbpMEHE
Tpsi6Ba 1a ce OGMHCIM ClIE]l BAMMATE/HA IPELeHKa Ha CbTHOLICHUETO 10132/ pUCK.

Io¢upane u pabora ¢ MAIIMHH

TPUTHUKO XR 300 mg uma cabo Ui yMEpeHO BIUSHUE BBPXY crnioco6HOCTTa 3a odupaHe U paboTa ¢
marunny. TlanuenTuTe Tps6Ba 1a BHUMaBar npH modupate Uin paboTa ¢ MAlIMHU, I0KATO CE YBEPAT, He He
M3IUTBAT ChHJIMBOCT, CEAMPAHOCT, 3aMasHOCT, OObPKBaHE HJIM 3aMBIJIEHO 3pEHUE.

TPUTHUKO XR 300 mg cbabpka HATpUMH
ToBa 1eKapCTBO ChAbPXKA N0-MaJIKO OT 1 mmol natpuit (23 mg) Ha TabneTka, T.€. MOXE Jla ce Kaxe, ue
NpaKTU4ECKH He ChIbpxka HaTpHH.

3.  Kaxk na npuemate TPUTHUKO XR 300 mg

JlexapcTBOTO ce MpHeMa €aMo OT Bb3PACTHH NAIHEHTH.

Ta6nerkure TPUTHUKO XR 300 mg ca eaMMHU Ha 2 4acTH, KOETO 1103B0JIsIBA [TOCTENEHO MOBHILIABAHE HA
/103474, B 3aBUCUMOCT OT TEXECTTa Ha 3a60JIBaHETO, TErJI0TO, Bb3PACTTa U OT OOLIOTO ChCTOSHHE HA
n1anuenTa, 10 JIekapcko INpealcaHue.

INpenopuumntenyara nadanya 103a e 150 mg Beaink atesno. Jlosara Moxe Jla Objie yBeIHUaBana che 75
mg/anesno (nososun Tabuerka or 150 mg) Ha Beeku Tpu K (JocTuraiikn 210 225 mg/IHEBHO HA MeTBbPTHSA
JieH oT repanusra) J1o Makcumym 300 mg/juiesno.

B nakou ciiyuan navainara Jlo3a Moxe Jla Obie namaliena na 75 mg/aeBro (nonosiH rabierka or

makcumym 300 mg/inesno.

[abnerkure 'rpﬂ(ma Jla CC HIpUeMaT Ha 1J1a io ¢ vatila Bojia, BCJUILNK JIHEBHO, BC



TaﬁJICTKHTC HE TPﬂGBa Jla ce pa3TpolaBar win ihByar, 3a Jla ¢€ OCUT'YpH YJIbJDKEHOTO ocBoOOXk/1aBaHe Ha
J‘ICKapCTBOTO.

[lpit NALHEHTH B CTAPUECKA BH3PACT H HEMOIILHH MALMEHTH, npenopbunTENHaTa MbpBOHaaTHa 103a e
Jamanena 10 75 mg AHEBHO, Pa3ae/eHa Ha HAKOKO NpHeMa Wik KaTo eHoKpaTHa n03a eyep. [lozaTa Moke
71a ce NOBHILIABA NTOCTENEHO, KAKTO € ONHCAHO MPH BH3PACTHH, MO nabmroeHue cbobpazHo MNOHOCHMOCTTA H
eduKacHoCTTA.

Ynorpeba npu Aena u OHOLIH
He ce npenopbysa ynorpebara Ha TPUTHKO XR 300 mg npy jel@a # OHOUH Ha Bb3pacT Mol 18
roMHI, NOPajN JIHICa Ha I0CTaTbYHO JIaHHH 33 6e3011aCHOCT.

YepHoapoOHK HapyLICHNS

Tpa30/0H MPeTbpIsiBa CKCTCH3UBCH MeTaGoH3bM B UepHHs pob H CHIILO Taka €& CBBp3Ba C
XenaToTOKCHYHOCT, BIKTe ,, [ Ipetynpex/aHns 1 npeanasti mepku” M ,,BBIMOKHH HeenaHH peaKLMh”.
[TauueHTH ¢ YepHOAPOOHH HapyLIEHHS, o0coBeHo ¢ Texka uepHoapobHa HeJ0CTaThYHOCT TpA0Ba J1a KakKat
Ha TeXHUS NeKap, KOMTO 1ie NpeleHu nam ¢ He0oOX0AUMO NEPHOANYHO HabJroIeHHE Ha yepHOApPOOHATA
dyHKUHMS.

bbOpeuHr HapyLeH!s
OGHKHOBEHO HE € HeoOXOAMMO KOpMr¥paHe Ha j03aTa. Bprpeky ToBa MalHeHTH € 6HOpeUYHH HapyLIEHHS,

0cOGEHO B Clyuau Ha Texka 6b0peUHa HEAOCTaThYHOCT Tpsi6Ba fia Kaxar Ha TEXHHA JeKap npenu aa
sanounat neuenne ¢ TPUTHUKO XR 300 mg (BuxTe ChILIO ,[ [peaynpexaaHus 1 TnpeAnasHi MEpKH ).

AKO CTe IIPHETH NoBeye 0T Heo0X01MMaTa /1032 TPUTHUKO XR 300 mg

Haii-yecTo chOBLIABAHUTE HEXENAHW PEaKLUH CIEA npejio3upaHe ca CBETOBBPTEX, CHHJIMBOCT, rajieHe 1
noBpblIaHe.

B no-cepno3HUTE CllyyaH ce chodliaBa 3a KoMa, TAXMKap/Ius, XMIIOTOHHS, XMUIIOHATPUEMHU S, KOHBYJICHH "
sarpyaHeHo auinade. ChpaedHuTe HapylUeHHs MoXe Ja BIIoYBatT 6pajuKap/us, yAb/DkapaHe Ha QT u
Torsade de Pointes. CumMnToMHTE MOrar Ja ce nposBiT B pamkuTe Ha 24 yaca UM MOBeYe Clell
npeao3upaHe.

[Ipeno3upaHe Ha TPa3oJ0H B KOMGHHALWS C APYTH aHTH/EIPECAHTH MOXKE JIa PUYHHH CCPOTOHHHOB
CHHJIPOM.

B ciyyail Ha Cly4aiiHO NMOTTbLIAHE HA FOJEMH 103H TPUTUKO XR 300 mg cBbpkeTe ce He3adaBHO €
Baluis Jiekap WM OTHAETE 110 Hal-O/n3KaTa GonuuLa. BieMere cbe cebe CH U Ta3H JIMCTOBKaA.

B cnyqaﬁ Ha npeao3upaHe TPHGBH Jla Ce M3I10J13Ba aKTUBEH BBIJICH WJIM J1a c€ HalpaBy CTOMallHa [pOMHBKA
U KpbBHUTE €JIEKTPOJINTH TpH6Ba Aa obaar KOpUIrMpaHH. He CBbILLECTBYBa cneum’puqeﬂ AHTUJOT Ha Tpa3oAOH.

AKO MMaTe HAKAKBH JONbIHHTENIHM BBIPOCH OTHOCHO ynotpebara Ha TO3H NMPOAYKT, nonuTaiite Bauwus
nekap iy (hapMaliesT.

4., B13MOKHH HEKCJIAHH PEAKIHH

a7y v oL +~ra TPUT

Karo senukn sekapersa TPUTHKO XR 300 mg moxe Jia npejn3BuKa HeKCIAH PEaKititi, BBIIPEKH € HE
BCCKY I'M 110J1y4aBa.

Crobliapa ce 3a Ciy4an Ha CyMIMMIN MUCIH 1 CYHIIA/IHO 1IOBCJCHHC 110 BPEME Ha T¢
WIIM CKOPO CJIE/L IIPEKLCBAIIC Ha JICUCHUCTO,

ALMSRTa C TPasofoH

Ciie/iHUTe CUMIITOMH, HAKOM OT KOMTO ¢a 4eeTo Hab/uoaBain pH clydan Ha ne



SHOBIIABAT 1 TIPH NAINCHT I, TT0/UIOKCHI Ha TeparTid ¢ TPa3oIoH:
- Jlnckpasust na KPHRTA (BRJAKOUHTCIHO arpanyIoInTo3a, TPOMOOIHTOTNEHHS, JIEBKONEHUS U
ancmig);

- ANCPIIYHN PCAKIm:

- CHHPOM HA Hea/ICKBATHA CCKPeTINS Ha AHTUANYPETHYHHA XOPMOH |

~ ]lamansinanc 1a niupata Ha HaTpuit B KPHBTA, 3ary6a Ha Terio, aopeKCHs, MOBHILICH afleTHT;

~ CVINDUINE MECTH MW CYWIIHAHO TIOBCTCHHUE, CHCTOAHHA Ha ofbpkBaHe, 6EICHHHE,
,'u;mputmalnm. MaHns, TPEBOXHOCT, HEPBHOCT, BB36YIMMOCT (MHOTO PSAJIKO BIIOINABAlla Ce /10
ACANPIYM). HATY/IHIYABOCT, aTPECHBHH PCaKITHH, XATIONMHAIMH, KOIIIMApH, MOHHKaBaHEe Ha
AMONN0TO, CHH/IPOM Ha OTHEMAHE,

- CepOTOHWHOB CHHPOM, KOHBYJICHH, HEBPOJICHITHYEH 37J0KaYeCTBEH CHHIPOM, 3aMasHOCT, BHEHE
Ha CBST. 11aBOGOIHE, CHHANBOCT, GE3MOKOICTBO, MOHIKEHa OAHTENTHOCT, TPEMOP, 3aMBIIICHO
3pCHIC, HApYLICHNS Ha ITaMeTTa, MHOKJIOHYC, H3paseHa achasus, mapecTesus, ANCTOHHA, IPOMAHA Ha
BKYCa:

- Covpneuna aputmus (Bkmountenno Torsade de Pointes, nannuTaiuH, NpexaeBpeMEHHH
BEHTPUKYJApPHU KOHTPAKIIMK, BECHTPUKYIApPHH KYIUICTH, BEHTPHKY1apHa TaxvKkapaus, OpagrKapan,
taxukapans, EKI™ abnopmannoctn (yabikasane na QT);

- OprocrarnyHa XMIOTOHUS, XHIIEPTOHHS, NPUTNTABLH;

- Hazanna koHrectus, 3aTpy/iHeHO JIUIIAHE;

- TaacHe, noBpblLale, CyxoTa B ycTaTa, 3anek, AMapus, AMCHENCHs, CTOMALIHa 6oJika,
racTPOCHTCPUTH, YBEJINUCHO CIIIOHOOTAENSHE, NapalHTHYEH HIIEYC;

- Hapymenus na uepHoapoOHaTa hyHKLMs (BKIIOYHTEHO XKBITCHHLA M XENaToLE/Ty/IapHH
YBPEX/IaHHUs ), MHTpaxenaraiHa XoJ1ecTasa,

- Koxen o6puB, NpypuTyC, XMIEPXHAPO3a;

- bosku B kpaitnuuure, 6051KH B rbpba, MHaNTHsl, CTaBHU BOJIKH;

- HapyieHus npu ypuHHpaHe, kaTo ypuHapHa MHKOHTHHEHLUs (U3MyCKaHe Ha ypHHa) WK 3aJbpiKaHe
Ha ypuHa (HEBb3MOXHOCT 33 yPUHHPAHE),
- Ilpuanusbm;

- CnabocT, OTOK, FPUIIONOA0GHH CUMIITOMH, YMOpa, 601ka B rPhJHHMS KOLL, TPECK;
- TloBuiaBaHe Ha YePHOAPOOHUTE EH3UMH.

Cpo01aBaHe HA HeXeJaHH peaKUUuH

AKO NOJTy4HTe HAKAKBH HEXeNaH! JeKapCTBEHH peakLuu, yBeoMeTe Bauus nekap uiu tdapmanest. Tosa
BKJTIOUBA BCHUKM Bb3MOXHH HEOMMCAHH B Ta3H JIMCTOBKA HEXENaHU peakLuyi. MoxeTe ChLIo 1a choOLuTe
HeskeJlaHW peaKiiy TMPEKTHO Ype3 HallMOHANIHATA CHCTeMa 3a ChoOLIaBaHe: M3NbIHNTENHA areHLus o
nekapcTBarta, ya. ,JJamsn [pyes” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebcaidT: www.bda.bg.

KaTto chobllaBaTe HexenaHH peakiuH, MOXeTe Aa JaleTe CBOs IPHHOC 3a N0y 4aBaHe Ha noseye HHpopMaLs
OTHOCHO 6€30I1aCHOCTTa Ha TOBa JIEKAPCTBO.

5.  Kak na coxpausiBate TPUTHKO XR 300 mg

”CK&]’)C'I’BCHMHT [IPOJIYKT HE H3UCKBA CIICLIMAJIHK yCJIOBUS Ha CbXpaHEHHE.

He uanomssaiite TPUTUKO XR 300 mg cien cpoxa Ha rogHoct, ot6els3an BbpXy KaproHenara
OI1aKOBKa.

}la Ce Chxpanana Ha M4CTO, HCAOCTLIIHO 34 JICLia.




6. CbAbpKaHHe HA ONAKOBKATA H IONBJINHTENHA unpopmanus
Kakso corbpka TPUTUKO XR 300 mg

AxtuBHO BeuecTBo: 300 mg TPasoi0HOB XMAPOXIOPHA (trazodone hydrochloride), CHOTBETCTBALLH Ha
273,2 mg Tpa3ojioH (trazodone).

[ToMOLIHH BEIECTBA.

A0po: KOHTpaMH/ rpaHyjupaH (npexenaTHHU3MPaHO MOAK(pHLHPaHO HuLiecTe), XHIpoMeosa, CHJINLIMEB
JMOKCHI, KOJIoM1eH O€3BOJIEH, HATPHEB cTeapungymapar

dunmogo nokpumue: Onagpail 11 po3os (MOTMBUHHMIIOB &JIKOXOI — 4aCTHUHO XHAPOJIH3MpaH, THTAHOB

muokeuz, Makporon/ITEL 3350, Taik, sbaT senesen okcua (E 172), HepBeH wenesen okcnt (E 172)-

Kax nsraexaa TPUTUKO XR 300 mg u KaKBO ChAbPKA 0NMaKoBKAaTa
BexoBO-OpatxeBu GUIMUpanA TaBNeTKY C yABIUKEHO 0CBOGOKAABAHE C JeTnTe
TPUTHUKO XR 300 mg ce npeanara B PVC/PVDC/ anymunHesd 0CTEPH, ocTaBeHH B kapToHeHa KyTH,
chabpiawa 10, 14, 20, 28 uy 30 TabNeTkH, U MPAJIOKEHE JMCTOBKA 33 MALHMEHTA.

JIHa depTa OT ABETE CTpaHH.

He Bcuuku BUIOBE ONaKOBKM MoraT A2 Objat MycHaTH Ha nasapa.

TIpuTekaTes Ha pa3peIeHHETO 3a ynorpeba

Anpxeminy Gapma bbrapis EOOX

yi. "Hukona Tecna" Ne 3,

6. Busnec Llentsp BCP Codus 1, 1. 4, oduc 401,
Codus 1574, bparapus

Ten.: +35929751395

IIpousBoauTe

Aziende Chimiche Riunite Angelini Francesco S.p.A
Via Vecchia del Pinocchio, 22-60131 Ancona, Hrtanus

3a ONBJIHHTENHA HH(OpPMALHA OTHOCHO ToBa NIekapCTBO, MOJIS CBbPXETE CE C MPHUTEXATe/d Ha
paspelueHHeTo 32 ynotpeba

JlaTa Ha 1I0CI€IHO NPEPasTIEKIAHE Ha JHCTOBKATa: oKTOMBpH 2024.
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